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From: Stewart, Jo 

Sent: Friday, March 30, 2012 1:00 PM 

To: ’margaretcittadino@state.ma.us’ 

Cc: Kennedy, Mary 

Subject: Board of Pharmacy Report 

Attachments: Eye Block Investigation Reportdoc; blockA.JPG; blockB.JPG 

Hi, 

Recently, MEEI had some patients complain of eye pain post receiving an eye block solution which was 
compounded by NECC (New England Compounding Center). 

We at MEEI removed the eye block solutions from use and completed an investigation report which you 
will Find attached. Part of the investigation was to send to NECC some of the eye block solution lot# in 
question. 

Their findings are attached as well (Block A). They also tested some of the lot that they had made as 
replacement (results: Block B). 

We do feel that the staff at NECC took our concerns seriously and they are looking at internal processes 
that allowed for this to occur. 

However, we felt that documentation of this concern should reside with the Board of Pharmacy in case 
any other instances. 

Please feel free to contact me with any questions/concerns. 

Thanks 

Jo 

Jo Stewart RPh, MS 

Pharmacy Manager 

Massachusetts Eye and Ear Infirmary 

243 Charles St 

Boston, MA 021 14-3096 

617-573-3532 

FAX 61 7-573-3545 

e-mail: io stewart@MEEI.harvard.edu 
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Eye Block Investigation Report 3/9/12 by Jo Stewart 


Background: 

On Tuesday 3/6 a phone call was received from the Surgicenter Nurse Manager (Kendra 
Polefka) stating the there appeared to be an adverse event occurring post administration 
of the eye block. A pharmacist went down to the Surgicenter and determined the lot # to 
be 0221 201 2@91 with an expiration of 3/22/2012; at that time there was no one available 
to discuss the concern. 

Shortly thereafter, Dr Grush called the pharmacy to state that the blocks did not appear to 
be working, patients were experiencing pain as well as additional side effects (headache 
and swelling). Upon further review it seems as though the problem may have begun on 
Friday 3/2. 

Problem: 

The init ial problem was that there was something wrong with the blocks deeming them 
ineffective. The block solutions are received from an outside vendor (NECC). 

Action Plan: 

• Retrieved and quarantined all eye block solutions which reside in the Surgicenter 
(Nurse area and the sterile core refrigerators) 

• Contacted NECC to pull the batch sheet and verify the batch preparation 

• Sent five block syringes back to NECC for testing 

• Sent five block syringes labeled “use first” to the Surgicenter for use on Friday 
mo rning ; these syringes had never left the pharmacy 

Points of Emphasis: 

• eye block syringes require refrigeration 

• syringes are removed ahead of time in order to have them warmed up prior to 
administration 

• approximately five syringes are place in each pre-op bay in the morning for use 

• the refrigerators were verified for any temperature excursion; there were no 
temperature excursions of concern 

• NECC compounds eye blocks for many practices 

• NECC verified that the batch sheet calculations were all correct and the blocks 
were compounded by experienced long term staff 

• NECC is willing to complete testing 

• Should we have a method to determine room temperature excursions for the eye 
blocks since the do require refrigeration and there is no data to support room 
temperature storage? 

Results: 

• The eye blocks sent to the Surgicenter for use on Friday 3/9 were used and they 
were deemed effective by Dr. Grush and he verified with the patient(s) that they 
were not in pain. 

• NECC testing results; pending 


Ul 

DOJ_NECC003480709 



Follow up: 


I received a phone call from NECC Tuesday 3/27@1 1:45am with the results of the Eye Block 
solution lot #0221 201 2; this lot came back with unanticipated results (see the attached document 
Block A). 

Unfortunately, the Lidocaine concentration came back sub-potent. Additionally, they tested out 
next batch (lot #0306201 2); this lot as you can see from the attached document Block B was fine. 
The Director of Pharmacy (DOP) at NECC is taking this very seriously especially since the batch 
sheet math calculations appeared accurate. 

Consequently, the DOP wants to quarantine our next batch and send it out for potency testing 
prior to delivery. 1 have defined our next order to be in 10 days; hence, they will compound the 
Eye Block, send out for testing and release the lot once the testing has come back. 
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ANALYTICAL RESEARCH ^ABORATOJpS 

840 RESEARCH PARKWAY, SUITE 548 
OKLAHOMA CITY, OK 73104 
PHONE (405) 271-1144 
FAX (405) 271 -1174 


Certificate Of Analysis 

CLIENT; New England Compounding Cenier-MA 


ARL #: 171267-01 

LOT#: 02212012^1 

DESCRIPTION: Lidotaine 1%/Bupivacaine 0.375% (PF) Eye Block 

DATE RECEIVED. ^3/15/2012 ■ 

STORAGE! 2°Cto8°C(35,6 9 Fto46.4*F) 

CONTAINER: One 10 mT, syringe 


Analyte / Specifications 

Expected 

Amount 

Units 

UP 

% 

Of EXP, 

fTest 

Methn 


[ Pate 
Tested 

Ltdocaine HCI 

Specification =*9Q% - 110% 

1.0 

% 

0.233 

23.3% 

HPLC 


3/19/2012 

Bupivacajne HC! 

Specifications =90%- 115% 

0.375 

% 

' 0.384 

102.4% 

HPim 

3/19/2012 

Lidocaine HCI Renin 

SpecificaHons = 90% -110% 

,, j 

% 

0/23B 

23.8% 

biPiM 

i 3/l9/20ll : 

LidocatneHCl Average 

Specifications^ 90% - 110% 

1,0 

% 

0.23S 

23.5% 

”1 


3/19/2012 


a lex tang - Labotatoty Supexvisfir 


03/19/2012 
Date Reported 


Rcmlfi reported abort relate only fa the stimptetbaf wm tmteib 

Pass 1 oM 
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ANALYTICAL RESEARCH LA BO RATO I 
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• 840 RESEARCH PARKWAY, SUITE 546 
OKLAHOMA CITY, OK 73104 
PHONE (405) 271-1144 
FAX (405} 271-1174 


Certificate Of Analysis 

CL 1 ENT; New England Compounding Centor-MA 


ARL #; 171229-01 

LOT #; 03052012@85 

DESCRIPTION; lidocaine 1%/Pupivaeaine 0.37S% (PF) EyeBlock 

DATE RECEIVED; 03/15/2012 

STORAGE; 2°C to 8°C(33,6 4 F to 4M°F) 

CONTAINER; One 10 mL syringe 


Analyte /Specifications 

Expected 

Amount 

Units 

Results 

% 

Of EXP, 

T&m 

MemJ 

Date 

Tested 

Lidocaine HO 

Specifications - 90% -110% 

1,0 

% 

1,003 

100,3% 

HPlJ 

3/19/2012 

Supivacaine HQ 

Specifications =* 95% - 115% - 

0.375 

% 

0.370 

93.7% 

HFii 

■ 3/19/2012 



Resalu reparteiaiion'relnte ontyt« thc sample that WAT tf.ne.rf. 
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